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DEPARTMENT OF HEALTE & HUMAN SERvlms
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Our Refcrunce: 29-S2738 “ “ ~

Janwiry 6, 1997

Dund F. ~omes, CXmcr
C?omesDairy
11495 S. Van Allen Rd.
Wcalon, California 95320

Dear Mr. Ckmca: ~

Tissue retidue reports from tk United States Department of Agriculture (USDA) ●ti an
investigation of your dairy on November 27, 19%, by Food ml Dtug AdmMmtmion (FDA)
Investigator Alice A. ~lair, have mveald serious violations of the Federal Food, Drug, and
Cosmetic Act as follows:

A food is adultcmted under !%don 402(a)(2)(D) of die Act if It conuins a new “m drug
that is unsafe within the meaning of Section S12 of tbc Act. on October 28, 1996, you
consi~ a cow (identified by USDA laboratory report number 382826) for sale for
slaughter as human food, This cow was delivcrod for Mroductioa into interstate commerce
by you fm ad waa adu!terati by tk presence of illegal ~ residues, USDA analysis
of tissues kom thh animal revealed. the pmcmc of su!famcthazti in the l~ver tissue at
51,00 paxta per million @pm) ad in the muscle tke ● 45,W ppm, The toleruxe level for
Afamctbzb in the edible tissua of cattle has bean established at 0,1 p.

.
A food is adulterated under Section 402(@(4) of the Act “if k has been prepared, psckd, or
held under insanitary renditions.. .whcrcby it may have ken rendered iqjurious tO health. ”
As it applies in this case, “insanitary cotiitions” means that you hold anknala which m
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● ultimately offered for de fer daughter u foodunder condhionuwhich am so inadequate that
medicated animals &aring pssibly MmfM drug rcaiducs, such u sulf-- ~ likely
to enter b food supply. For exsrnple, our invostlgator mtcd tbe following:

1.

2.

3.

you kk an adequate SyStCm for determining the fIKdiCdOn abtus of animda YOU
offer for slaughter.

You lack an adquatc aystsrn for aaaudng tbatanimda towhkhymaadminMm
medication have been withheld horn slaughter for approprhtt pbda of time to
deplete potentially hazdow raidua of chu~.

YOU lack M aciequ- SySt8mfor_ tMdrug8arc uaecHnmMMmOt
camrary to the dircction$ a- in Mr laMl@.

The Sanofi Swain III brandof sulfamethzh bokcs that you w to mm your d4@ cows
are adulteratedunder Section SOl(a)(5)of he Act in tbt they am new aahd ~V within
the meaning of Section 201(w), and they arcunsafe within the Ineaahq of SadOn
510 of the Act since they arc not being used in confo~ With qptovd labeling.
IAeling for Sustain III requires a twelve day whihchval period prior to slaughtsr for food
USC. Not adkring to the p~$dbd WithbWd time i8 likely the ~ Of b pt’WO~ of
violative levels of sulfarncthazim in the tiaaum of the animal you sold for f- use. Failure
to comply with the label Mructiona on ● drug makes the drug ~fe @W.

● WC request that you take prompt action to ensure that animals which you offer for sale as
humm food will not be adulterated with drugs or contain illegal maidum.

Introducing adulterated foods into Mcrstitc commerce ia a violation of Section 301(a) of the
Act.

Causing the adul~ration of drugs aflcr receipt in intcmti~ commerce is a violation of Section
301(k) of the Act,

You should be aware that it is not ncce8#w for you to have personally $l@@ ●n
adulterated animal in interstam commerce to be responsiblefor a violation of theAct, The

fact that you offered an adulterated animal for sale to a slaughter facility where k was held
for sale in intersta~ commerce ia sufficient to make you responsible for violation of the
Act,

This is not intended to be an all-inclusive list of violations. It is your respo~ibility to ensure
that all requirements of the Act and regulation src bdng met. Failure to achieve prompt
coficctivc action may re8ult in enforcement action without M.her notice, Mllding teizum
andlor injunction.

Within fifteen (15) days of the receipt of this letter, notify this office in Mting of the
specific steps you have taken to correct these violatiom and prcckie tlwir rocurrcncco

a

co~cctivc action cannot be completed within fifiecn working days, stan the reason fol
If
tile
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●
delay and the time frame within which corrections will be cornpIei@’.?~Yo#&sponse should
include copies of any available documentation demonstrating that corre@ons ~ve been
made. Please direct your reply to John M. Rcves, Compliance offh~.,

sincerely yours,
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Patricia C. Ziobro ‘ .‘:’;
District Director ‘
San Francisco District


